
510(k) SUMMARY F EB - 5 2014
Thsumfmary of:510(k)' safety 'hnd effectiveness information is beiii. subtiiitt~d. in

accordancewith the requirements of SMDA 1990and 21 CFR 80742t.1

The abssigrie&510(k) ntiiimber is: K133550.

A. Submitter
Maine Stanidards Conipany, LLC

211 U$;Rout.1
Cumbertand.Foreside,ME 04110
Telephone: ,207-892-1300
Fax: 207-892-2266

Contact P ,erson:
iinise Chimlin
Manager, Quality Assurance i&,RegulatoryAffairs
'Telephone: 2074 92-1 300 Ext. 29,

Date of &ummarv Preparation:,

B. Device ClassIfication:
Device, classification name: Quality control, material (assayed and un-assa ed)*t
Common name: Cali bration Verification / Linearity test Kit'
Proprietary Name: VAUIDAT~e- FERRITIN Calibration U Lnea-rity

Test ,Kit
Review Panel: Clinical Chemistry
Regulation Niimber: 21UCR 882.1680
Product Cede:I r

ote: 'There)is no FDAproduct code-ft a eibration veriflca tiod/llinoay inteiials,
The freh,is & wit revious submistkmns byMaine Sandards Company an( other
calibration verification I.lineaiit Manufacturers, JJX was,,selected as, the "bi st-fiC FDA
code. ,o tisproduct.
RegUlatorjClatsa-las

C. Predicat Device Identilfication:f
VALIDATE' Chem &Calibration Vegrfication-II-inearity Test Kit_

Mine Standard sCompany LLC Cmberlind Foreside, MEO041 10.
510(k).Numbbr: K0131:19

P..Canidae Dvic'dorptIon Eac VALIDATE' FERRITIN',alibratonh Verificationvi
Linearity Test Kit'containispurtd Chemicals in a human sgerum jbase. Five.' I quid levels,

3.rLah, ranging .from 0.Stoo2000nglmL typical values,,are provided to1 etablish the,
relationship between theoret idal-eand actual performance-odfthe included anqlye:ferritin.
Material of human oligin uted ini the manufacture of -thistest kit. wa etd qt the donor
lqeelusing FDA approved rhethodls and8 wa - foun to -n on-reactiveA'for HkS dand to
Antibodies toHCV and HIV-112.

E Jntendled use: VALIDATe'FERAIrN Calibration Verification I Linearity Test Kit
solutions are intended foriiI vitit diagnostic use in the-quantitative determin ,tionOf
linearity; calibration verification 'And v;erfcatinoftreportabie range for the folIlowing
anal yte, fetiin, on Auitomated instrument systems., The lproduct Is intend~fr s
with .quarititativeassays.,on the indicated anlalyzers specified in the labeling.
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F. SUmmriiytof Periformance.Dta:
The-perfolmaflce~Of the new VALIDATE' FERRITIN .CalibrationlVerlflcation 'Linearity
Test Kit-was topared totepedicate deieK119VLAT Chemj Calibraition
Verification,/ Linearity Test Kit. Table I coinpaes' the technical characteritbs-of rthe flew
'VALIDATe' FERRITIN Calibraetion 'VerifIcation/..Linearity Testif kwith thosi ofithe'
predicate"VALI DATe' CheIm6 , Calibrat Iion Ver ific a tion I Linearity TettKit.

_____________ Table 1 -Technical Compailson to Predicate I
I NitDevice Predict (1031-19);

V VI4DATE FERII VALIDATE hemn
ClibratonVerification /ILinearity Calibration Verifid-atiqn ILinearity Test
Test~t Kit,.

_____________Similarities

Test Kit. Calibration. Verification Test Kit- Same
Nuribt'of anal t Oneanalyte O'ne antalyteI
Preparation: Liguid,,eady to'use Liouid, ready to Use I
Stability--- - Until expiration date Utlexpiration date~~_______

Far in vitro diagnostic' use int the :For in vitrodiagnost4 'us6'in th6
411antitattivdedtemiutiii of qirititati~e deterfm'nation of linearity,

Intended Uselinearity, calibration verification calibration verificat~oi andvrfcto
and venfication of reportable of reportable range iti afutarrtiateid,
ranged in! automated instrument semizattmated and manual

__________________ systems Instrument ~systm _______

Matrix Hud rmbas AgOu66d _sterns, -
Number of. Levels 5'leveile 5 levels plus a level M4eo'
Analytes ------ Fitin . Ufic Add_______
Packaging 3.0, m L each level 5,0 mL each level I_______

~Storagde -.---- b-2----- 2 to*.&.,. I
Value Mel! nmient
VALIDATE7 FERRITIN Calibrationr Verification! Linearity ;Test Kite areq mqnu actured such
that a equal relationshipeist among Levels 1 through 't; Level I being thdjlowest
concentration anid: LevelS being the highesit. Levels 1 arid'5 are prepared) igdependenty
by the addition of ferritin to a human serum-base.,Specific recovery,tergets for Levels 1
and '5are determined byi'he up per and lowercdetection limits for the intend~d analy'zei.
Inteurmediate Levels 2; &-4ahd.4-'Are subsequentIy prepared frorn Levelsl aI d-5 by equal.
part diluton)sfolqlowng~j EP6-Aguidelineq. Typicalvalue range 'gs are provided in thi
packageinsert. Typical Value ranges for-the'each level of thes liridarlty set, 66
re6presenitative Roche Cobas eooo and Beckman Access ins -truments aresdtnmarized in

the abl~beow.Inetrumenft T goal Rocoyet Values nt mL

Instrjiment Levili 1,L Level 2 I-Level) 14 Leve l5i
Cobas 0000 2,51 438 8I -3, 8L 664-
Beckman Access, 1.51 342 1 720 1O697

The VALIDATE FERRITIN Calibration Verification /,Linearity, Tsa it0 itesed on an
analyzer to'confirm adequate recovery'across all~levels.' Levels' 1 through 51must mheet
specified ferrtn. target-ranges tall stages atesing.

The quantitative determination oflinearity; calibratioh rverificatioh, and verifl'dation ;f
reportable range relis on the known relationship betweeneac1h, of ,thelevel" oi the
prqodu4t(in this case equal deltas-a oube1 nteCS PA rne tnad o
on an expected value. Assuch,,the product use is: not limited to:a parficula4 inrstrumrent
systeni. Exp ected target values may change deppending-on ,instrumentati,

methodotlogy, and assay temperature.,,e -



pTraeceabtilityruen
This roductlis t ra ceable to a reference standard based on tw~ontdilsrmn
piatformit is used on. Thetraceabillity "of our product will'be -esta-bl Iished per the rsetv
end user automiated 'instrument calibraitor traceability reference statement. repci:

Stablit
'Stability testing.was performed. using, Beckman. CoulterO Access 11 and Rode COBAS
6000 instrument systems. The study testing time.poihts included datie ofriiunufacture
(DOM), followed by testing at specificfitervals post mianufacture. The last stinig event is:
one mon10rth post-expiration. Acceptance criteria ara defined Ja 90to 1 10t6 i DOM value
for product levels. 2-5.

,Aireezefthaw stability..assessment, was also conduc ted' insuppor t~ofthe product package
inet(F) four'(4) freezelthaW events claimn. All produt le es tested Within the.90 to

1110% of controlacceptance criteria limits after 6. freezelthaw events.,

Shelf ife Claim-.t'stability of thd VA. LIDATE4 'FE1RRITIN Calibration Verificatipn I'Linearity
test-Kit was set".at 12' months based on. real-t Iime..apen via I stu!.dies~las a wntcs
&cirvri6. The econmmiidtd t~rige teperature'is 1O to'-250C All supp'orting data"Is

rtined on fl' al Mainie;Standa rds Company LLC.

Linearity testing was carried out 'on DOM through Day 431, withv the cdftedevice
'VALIDATE9 FERRlTIN.Calibr~ition Verification./ Linearity Test 'Kits using a Rochet.obas.
6000 Chemnistry Analye and beckman-Coulte0 Accs Almuocel " inlyzer
(instrument of manufacture). Product lineaity performance'was demonhstrajed for'431
days (14 nmonthis) for both iutoniatedssyttems. All %supporting data l. is reti q ,n fi le at
Maine Standards Compan LLCt.i rt

G. Cohlihisin:
Based, upon the purpose ~ot the device, the descriptions; and labeling o~f theprdct
device, the VALIDATe 4KFERRITIN.Calibration Veirification Lheihy Test behav a6
substatially eqivalent to the predicate for thewevaluat .I on of calibration yer ication,,
verification of r eportabile range. The prod uct is sub ,stanially equivalent to tF 'predicate
device k0]13119..
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-G609
Silver Spring, MD 20993-0002

MAINE STANDARDS COMPANY, LLCFeI ur 5,21

JAMES CHAMPLIN
MANAGER, QA AND RA
221 US ROUTE 1
CUMBERLAND FORESIDE ME 04110

Re: K133550
Trade/Device Name: VALIDATE FERRITIN Calibration Verification/ Linearity Test Kit
Regulation Number: 21 CER 862.1660
Regulation Name: Quality control material (assayed and unassayed)
Regulatory Class: 1, reserved
Product Code: JJX
Dated: December 19, 2013
Received: January 7, 2014

Dear Mr. Champlin:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 53 1-542 of the Act); 21 CER 1000-
1050.



Page 2-Mr. Champlin

If you desire specific advice for your device on our labeling regulations (21 CER Parts 801 and
809), please contact the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/Medical Devices/ResourcesforYou/Industrydefaulthtm. Also, please note
the regulation entitled; "Misbranding by reference to premarket notification" (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.gov/Medical]Devices/Safetv/Rep~ortaProblem/default htm for the CDRH 's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/Medicaj Devices/ResourcesforYou/Industrv/defaulthtm.

Sincerely yours,

Court:,,, HJ6\,ti as -S
Courtney H. Lias, Ph.D.
Director
Division of Chemistry and Toxicology Devices
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



51 0(k) Number (if known)
k133550

Device Name
VALIDATE® FERRITIN Calibration Verification / Linearity Test Kit

Indications for Use (Describe)

VALIDATES FERRITIN Calibration Verification / Linearity Test Kit solutions are intended for in vitro diagnostic use in the
quantitative determination of linearity, calibration verification and verification of reportable range for the following analyte, ferritin,
on automated instrument systems. The product is intended for use with quantitative assays on the indicated analyzers specified in the
labeling.

Type of Use (Select one or both, as applicable)

SPrescription Use (Part 21 CFR 801 Subpart D) UOver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Yun m n-S
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This section applies only to requirements of the Paperwork Reduction Act of 1995.

*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

'An agency may not conduct or sponsor, end a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number"
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